United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/503.707 



01/06/2006 



Michaela Kneissel 



1095 7590 09/16/2008 

NOVARTIS 

CORPORATE INTELLECTUAL PROPERTY 
ONE HEALTH PLAZA 104/3 
EAST HANOVER, NJ 07936-1080 



ON74-33258A 



LEWIS, AMY A 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/563,707 


Applicant(s) 

KNEISSEL ET AL. 


Examiner 

Amy A. Lewis 


Art Unit 

1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 13 June 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 4, 5, 9 and 12-18 is/are pending in the application. 

4a) Of the above claim(s) 4,5,12,13 and 16-18 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 9,14 and 15 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 1/6/06 . 6) □ Other: . 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group II (claims 4-5, 9, and 12-8) and the species 40-O-(2- 
hydroxyethyl)-rapamycin, in the reply filed on 4/4/2008 and the species osteoporosis in the reply 
filed on 6/13/2008 are acknowledged. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

Claims 4, 5, 12, 13, and 16-18 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to nonelcctcd subject matter, there being no allowable generic or 
linking claim. 

Claims 9, 14 and 15 are examined as far as they ready upon the elected species. 

Information Disclosure Statement 

References AR, AS and AT listed on the 1/06/2006 IDS were not considered because no 
copy of the reference was provided. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



Application/Control Number: 10/563,707 Page 3 

Art Unit: 1614 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 9, 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent Appl. Pub. No. 20030129215 (to Mollison et al.) in view of Romero et al, J Bone Miner. 
Res. 1995 May, Vol. 10(5): 760-8(abstract only). 

The reference teaches administration of rapamycin analogues, including 
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for the treatment of osteoporosis, among other diseases (see: abstract; p. 3, right col; para. 
[0067]). The reference also teaches the use in combination with other pharmacological agents 
(see para. [0057]): 

The pharmacologic agents that would, in combination with the compounds of this 
invention, be most effective in preventing restenosis can be classified into the 
categories of anti-proliferative agents, anti-platelet agents, anti-inflammatory 
agents, anti-thrombotic agents, and thrombolytic agents. These classes can be 
further sub-divided. For example, anti-proliferative agents can be anti-mitotic. 
Anti-mitotic agents inhibit or affect cell division, whereby processes normally 
involved in cell division do not take place. One sub-class of anti-mitotic agents 
includes vinca alkaloids. Representative examples of vinca alkaloids include, but 
are not limited to, vincristine, paclitaxel, etoposide, nocodazole, indirubin, and 
anthracycline derivatives, such as, for example, daunorubicin, daunomycin, and 
plicamycin. Other sub-classes of anti-mitotic agents include anti-mitotic 
alkylating agents, such as, for example, tauromustine, bofumustine, and 
fotemustine, and anti-mitotic metabolites, such as, for example, methotrexate, 
fluorouracil, 5-bromodeoxyuridine, 6-azacytidine, and cytarabine. Anti-mitotic 
alkylating agents affect cell division by covalently modifying DNA, RNA, or 
proteins, thereby inhibiting DNA replication, RNA transcription, RNA 
translation, protein synthesis, or combinations of the foregoing. 

Romero et al., teaches that immunosuppression therapy is associated with osteoporosis 
and that subjects undergoing such therapy did not experience bone loss and had increased bone 
remodeling when also treated with rapamycin (abstract). 

It would have been obvious to one of ordinary skill in the art to treat osteoporosis with 
the claimed species of rapamycin, and having been taught by Mollins et al. and Romero et al. 
that such compounds are known to treat osteoporosis, and motivated by the desire to protect 
against bone loss as a result of osteoporosis, especially that resulting from combination drug 
therapies. 

Conclusion 



No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy A. Lewis whose telephone number is 571-272-9032. The 
examiner can normally be reached on Monday-Friday 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-071 8. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Amy A Lewis/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



